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A. PROCEDURE -13.° “EXPERIMENTATION ON HUMAN SUBJECTS FOR INTELLIGENCE PURPOSES 
4 


A. APPLICABILITY 


/ This procedure applies to experimentation on human subjects if such experi- 
mentation is conducted by or on behalf of a DoD intelligence component. This 
procedure does not apply to experimentation on animal subjects. 


B. EXPLANATION OF UNDEFINED TERMS 


1. Experimentation in this context means any research or testing ectiv- 
| ity involving human subjects that may expose such subjects to the possibility 
es abide or temporary injury (including physical or psyehological damage 
and damage to the reputation of such persons) beyond the risks of injury to 
which/ such subjects are ordinarily exposed in their daily lives. 


: } ss “at ate £ 


eae 
2. Experimentation is conducted on behalf of a DoD intelligence com- 
ponent if it is conducted under contract to that component or to another DoD 
component for the benefit of the intelligence component or at the request of 
such a component regardless of the existence of a contractual relationship. 


Ss: Human subjects in this context includes any person whether or not 
such person is a United Stetes person. 


C. PROCEDURES J 

y, a” 

4) le Experimentation on human subjects conducted by or on behalf af a DoD 

; intelligence component may be undertaken only with the informed .cansent..ofathe 
subiecs, ip.accordancawith.guidelines.issued by the. Department..of.Healtb.and 
Huan. Services » getliag-out.conditions .that safeguard .the welfare.of-guekogud- 
jacks. 

2. DoD intelligeace components may not engage in or contract for experi- ; 

mentation on human subjects without approval of the Secretary or Deputy Secre- 


‘tary of Defense, or the Secretary or Under Secretary of a Military Department, 
as appropriate. -. 
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gence coniponents to state and local law en- 


— for cement authorities only when lives are en- 


duogtred and only pursuant to a request by the 

head of such authority. Such requests must be 
ppreved by the Secretary or Under Secretary 
wi Lhe Army. Under these circumstances experi 
personnel may be provided to such agency pro- 
vided participation in law enforcement activi- 
ties is Iimited as follows: 

(a) Only personnel with technical skills 
not readily available to such law enforcement 
authorities, which can be utilized to preven! 
death or serious injury, may be provided; 

(0) Provision of such personnel will be 
iimited to that necessary to prevent the death 
or serious injury that is threatened, but in no 
wuse shall such assistance be provided for mere 
thau 72 hours; 

(ec) Such personnel are net used to ap- 
prenend persons who are 
imitting, or who are about to commit, a crime, 
or 

(qd) Use of such persennel dees not 
late the Posse Comitatus Act. 

id) Bwergency assistaice. Tn emergency 
—— where life is endangered, the request 
reyguired in (1) and (2) above may be word, 
proviced that itis reduced to writing and sub- 
mitted to YQDA(DAMI-CIC) within 72 hours. 
Where life is endangered, doubt as to the leral. 
iy and propriety of the requested assistance 
under this procedure should Le resolved in favor 
of providing the assistance. 


“~t7, Procedure 17. Assignment of intelligence 
personnel to other agencies. a. Applicability 
ul senpe. This procedure applies to the as- 
siynment of OA intelligence personnel to other 
agencies Within the federal government. This 
procedure does not apply to-- | 


(L) Assignment to state or local goverr- 
ments, corporations or other private arganiza- 
Otis. 

(2) Assignment to another ageney within 
the intelligence cominunity when part of the 
purpose of the assignment is to gain experience 
and knowledge about the activities of the other 
apency. {Reporting or report in this context 


xuspected of com. — 


to the DA 


AR aptet? 
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operation or personnel of an agency that ig not 
available publicly.) 


Policy. Employees of Army intelligence 
components who are assigned to work for and 
under the direction of another agency of the 
federal government will conduct themselves 
for the duration of their ussignment as if they 
were employees of that agency. Any responai- 
bilities to provide information to or services 
for DA will be stated expressly and made a part 
of the terms of the assignment. 


&. Procedures. 

(1) Assignment of employees of Army in- 
tclligence components to cither agencies within 
the federal government is governed hy DOD 
Directive 1000.17. The memorandum of agrce- 
meant concerning such assizynment and required 
by subsection D(6)(c}(1) of the Directive shall 
invhute--- 


(a) An identification of the Arn-y intel- 
ee component from which the employee 

4s been assigned by DA. 

(Lb) A statement dehneating the em- 
ployee's responsibilities, if anv, for reporting 
about matters that come to the em- 
pores attention while on assignment outside 
the Department. 

(2) Other than is permitted by the terms 
of the memorandum of azreement pursuant to 
DoD Directive 1000.17, an employee of an Army 
wielligence component on assignment to an- 
other agency of the federal government may not 
report to any Army component the opcrations 
or personne: of the agency to which the em- 
ployee is assipned, 

(3) After completion of an assignment to 
another agency of the federal governraent and 
return to DA, an employee remains under the 
same restrictions, a5 to reporting, that applied 
when the employee was on auch assignynent. 


2-18. Procedure 18. Experimentation on human 
subjects. a. App iteah wlity and seope, 


(1) This procedure gpphes te exnerimen- 


Fation on human sabjeets if such experimenta- 
Lion is conducted by or on behalf of any Army 
Intelligence component. This procedure does not 
y to expertmentation on animal subjects. 
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Ri eperinien tatron in this contexl rigans 
a reaearch, development, ar related activity that 
» May expose an individual toa the possibility of 
injury (including pliysical, psychological, or 
aocial injury) that increases the ordinary risks 
wt daily life for the subject Gacleding the ree- 
esmiged risks inherent in a chosen eeccunpation 
or field of service), or that tempernrile ad- 
veraely affects a person’s mental or phivsica! 
condition, 


(2) Experimentation is conducted “on be- 
malt of” an Army intelNeence component if it is 
cunducted under contrnet to that coraponent or 
te another Army component for the benefit of 
tae intellivence caraponent, or at the request of 
suck x component regardless of the existenre 
of g contractual reiationghip. 

(4) Human subjects in this 
“hides any person rosurcless 
person qualifies as a us person. 


conten t - 
of wheather the 


o. Policy, Army intelligence components roxy 
eonduel experimentation on human subjects 
only when an important foreign intelligence or 
cl purpose is toa be served, only after the in. 
formed consent of the aubjeet has heen obtained 
a writing, and only in accordance wilh euido- 
times issued by the Department of Health and 
finoman Services setting out conditions that 
saieguard the welfare of the subjects, and other 
voplicable regulations. 


&, Procedure, Army intellivence components 
may not engage in or contract for experimen. 
sation on human subjecta without prior an- 
praval of the Secretary or Under Seerctary of 
the Army. 


2-19. Procedure 19. Sueeial netivities, a. Ap- 
phicability aud seope, . 


Fee . 


(1) This procedure applies to the conduct 
and support of special activities by Army intel- 
liyence components, This procedure also applins 
to other Army components that provide support 
far special activities conducted by Dol) intel. 
ugence components and other agencies within 
thy Intelligence Community. These procedures 
ac suet g apaly Lg 


(a) Diplomatic or military attache ge- 
‘iwities coriducted by DOT, 


ose 
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The collection and croduction of in- 


tevlrence 

(c} Any fanctionys in suppert of the 
callection and production intellivence: or 

{d) The conduct of apec.al activities by 
the military services in armed conflict or to 
miutary deception operations tar geted, for mh. 
tary purpuses, against a hostile foreign power, 
(2) Conspiracy in this eentext has the 
meaning gai the criminal law context 
and requires an overt act. Neliher the term 
“assassination” rer the term “conspire” in. 
clude military or civittan measures apainat on- 
going international terroris! activities Cwhich 
is # defined ee (see wlossary) and should be 
construed strictly), aircraft Silackings, or in 
reaponac to danger of substantial physical harm 
to any person. These terms do not apply te 
achivos of the wilifary services in the execu- 
tion of lawfully ordered roilitary operations. 

(3) Diplomatic and military attache activ. 
ities means the representatiouel, information 
gathering, und reporting activities performed 
by diplomatic and milidary attache personne! 
abroad, 

(4) Production of inteHivence means the 
process of developing “intelligence products” | 
which is a defined icrm. {see glossary), 

(5) Special activilies mean activities con. 
Gucled abroad in sunpert ef national foreign 
policy aojectives that are desipned to further 
afficial US programs and policies abroad: that 
are planned and executed so that the role of the 
United States Government igs not apunrent, or 
accnowledged publicly and funetians in support 
of such activities, bat not inchuling diplomatis 
and mililary afiache activities or the colleetior, 
and production of intelligerwe or related gup. 
port funetiens. 


($) Support, when used in this context, hag 
means the provision of assistance in the forg - 
of transportation, ty mane: gupnlies, equipment 
Or expert personnel, 


Set ie 


6. Policy, No Army intelligence component | : 
will participate in the conduct or support of 
special activities, No other Army comporesg! 
will provide support for special activities a aa 
say a ics eae of heb ot 
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GENERAL INFORMATION 


l~l. Purpose. This regulation contains INSCOM policies and guidance for the 
evaluation and implementation of high performing human Systems within the com 
mand, Tt —. 


4. Promulgates procedures and guidance for the use of INSCOM personnel 
a3 volunteers in the evaluation of high performing human Systema; 


b» Establishes and implements a review process which ig consistent with 
AR 70-25; 


ce Ingureg the continued evaluation of TNSCOM activities to assure that 
tne provistons of AR 70-25 are being followed: 


m 


d. Establishes procedures to obtaia a health hazard assessment prior to 
approving an INSCoM protocol issued as required herein: and 


€. Promulgates INSCOM policies and procedures to assure that INSCOM com=< 
ponents do not engage {nu or contract for experimentation on human subjects in 
violation of Procedure 13, AR 381-10. 


Applicability. This regulation applies to all elements of the INSCOM. 





References, 
a. AR 70-25, Use of Volunteers ag Subjects of Research. 
be AR 381-10, US Army Intelligence Activities. 


Ce AR 70-31, Standards for Technical Reporting, 


lm4.  Seope. 


ae Nothing in this regulation is intended to supersede requirements for 
health hazard or other safety reviews required by any other regulations or di-_ 
rectives, 


be The procecures, polictes and guldance contained in this regulation 
pertain to the following: 


(1) Behavioral Studies, research and/or testing involving human sub- 
jects, regardless of Whether conducted by INSCOM, a contractor, or other agency 
utilizing INSCOM funds. 

C2) Ineluston of human subjects, whether as the direct or indirect 
Object of research, regardless of the level or risk involved, in the develop~ 
Ment, testing or stucy of matters assoetated with the missions and functions of 





1-1 
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T 


the INSCOM, or the application of non-traditional ideas and technologies in ‘a 
achieving high performance of human resources. 


(3) The investigation of programs and technologies to enhance organ 
izational and individual excellence where guch investigation involves the in- 
clusion of human subjects as thetr object. 


L-5. Exemptions. 


ae Research, testing and studies in which human subjects are involved tn 
one or more of the foliowing categorleg are exempt from thig regulation. 


(1) Bonafide activities under the Sponsorship of another Department 
of the Army component and involving surveys or interviews where all of the fol- 
lowing conditions exist: 

7 (a) Responses are recorded in “such a way that subjects cannot 
be identified directly or indirectly. 


(b) The subject's responses, 1t£ they become known, would not 
place the subject at risk of eriminal or civil liability or damage the sub- 
jJect's financial or social Standing or employabllity. 


(ec) The activity “does not deal with sensitive aspects of the 
subject's own behavior, such as illegal conduet, drug use, sexual behavior, or gc 
use of alcohol. = 


(2) Research which involves the use of educational tests, providad 
the data is recorded in such a way that the subjects cannot be identified die 
rectly or indirectly. 


(3) Research in non-INSCOM educational settings which involve noraal 
educational practices, such as -= * 


(a) Regular and Spectal educational strategtes, 


(b) The effectiveness or the comparison among techniques of in- 
struction, curricula, or classroom methods. 


(4) Follow-up debriefings, interviews, tests, or evaluations to de~ 
termine how well participants have learned the information or skills transmit- 
ted by training or instructional activities previously attended by the subject 
thereof. 


b. Exemptions of other activities from this regulation, even where such 
activities may be exempted From other similar regulations or directives, shall 
not be considered valid for INSCOM purposes unless and until confirmed by the 
INSCOM Human Technology Review Board ag prescribed elsewhere in this regula~ 
tion. 


L=Z 
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| Chapter 2 
RESPONSIBILITIES 


2-1. Approving officials. The Commanding General, the Deputy Commander, In- 
telligence, and the Deputy Commander, Support, are the designated INSCOM ap~ 
proving officials. Only these officials may approve the use of human subjects 


in research. 


ome Commanders and Staff Element Heads. Commanders at all levels within the 
INSCOM, heads of Headquarters staff elements, office chlefs and program direc- 
tors Miavelnateer referred to only as commanders and staff element heads) are 


‘responsible within their respective functional areas for ~~ 


a. Insuring that the provisions of this regulation are institutionalized 
into their organizational procedures and practices. 


b. Insuring that no persons engage. in or contract for experimentation 
favolving human subjects without the express approval of an INSCOM approving 
0 fficial. 


2-3. INSCOM Human Technology. te Board (HTRB). ‘The INSCOM HTRB is respon- 


RO A EE Ar aS RS: Eh a, 


sible for -~ 


a. Observing written procedurdés for the following: 


(lL) Intttal and continuing review of research, including the reports 
of findings and actions to the investigator and the approving official. 
(2) Determination of those projects which must be -~ 


(a) Reviewed more often than annually. 


(b) Verified from sources other than the investigators that no 
material changes have occurred since che previous HTRB review. 


(3) Prompt reporting to the HTRB of proposed changes in the re- 
search, and to the HTRB and approving official of unexpected problems involving 
risks to the subjects or others. 


b. Insuring that changes tin approved projects (during the pertod for 
which approval has already been given) are not initiated without HTRB review, 
except to eliminate immediate hazards to a subject. 

c» Reviewing proposed protocols at meetings attended by a majority of 
mambers except when an expedited review is used. For the protecol to be ap- 
proved, it will receive the approval of a majority of those members “present. 

d. Reporting to the CG any serious or continuing noncompliance with HTRB 


reauirements and determinations found by investigators. 


foo 
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e. Conducting a continuous review of research studies at intervals pro- 
per to the degree of risk, but not less than once per year. 


f. Insuring the observation by a third party of the consent process anid 
each investigation, as appropriate. 

wg. Recommending safeguards or special conditions to a protocol. When 
guch recommendations are made, the approving official may take the following 
action: 


(1) Not reduce the safeguards or conditions, and approve the proto~ 
cole 


(25 Require additional safeguards. 


(3) Disapprove the protocol. 
(4) Refer the protocol to a higher ‘echelon approving authority for 
action and review. 


2-4, Chairperson of the HTRB. The DCSPPM ig designated Chairperson and a reg~ 
ular member uf the ATRE and is responsible for chairing HTRB meetings, keeping 
the CG informed of HTKB activities, and recommending approval/disapproval of 
HIRB regular members to the CG. 


+ 


2-5. Executive Secretary of the HTRB. The DCSPPM will designate a member of 


his staff to be the Executive Secretary of the HTRB. The fixecutive Secretary 
of the HTRB is responsible for ~~ 


a. Insuring that the responsibilities of the HTRB prescribed in: para- 
graph 2-3 are carried out. 


b. Preparing and distributing the agenda for each meeting to all HTRS 
members » : 

e. Insuring that all HTRB members are afforded the opportunity to com- 
ment on HTRB actions conducted under expedited review procedures. 


2-6. Regular HTRB membership. The INSCOM DCSOPS, DCSPER, DCSSYS, SJA, Command 
Coaplain and DARCOM LNO, are each responsible for nomination of an individual 
to serve as a regular member of the HTRB. Nominees may be from their respec~ 
tive staffs, subordinate command functional counterpart staffs, or may be the 
nominating element head. Nominations will be submitted to the HTRB Chairperson 
(DCSPPM) for approval/disapproval by the CG. Nominations may be by letter, DF 


or message, and will contain the information required by paragraph a, below. 

a. Wominees will be identified by name, earned degrees, current position 
and duties, and experience, such as board certifications and licenses. The in- 
formation in the nomination will be complete enough to describe each member's 
chief expected contributions to HTRB reviews. 
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; b. Nominees will normally be military officers in the grade of 0-5, or 
above, or civilian employees, GS-13 or above. Nominees will have diverse hack~ 
erounds to insure thorough review of research studies involving human volun 
teers as research subjects. Nominees should be of varied racial and cultural 
backgrounds. Nominees should have displayed sensitivity to such issues as com 
manity attitudes, and respect for advice and counsel and for the rights and 
welfare of human subjects. 


c. Confirmed sominees will serve as HTRB members for an indefinite tern, 
and will be expected to have final authority to speak on behalf of their activ~ 
ity. 


2-7. Ex officio HTRB membership. The incumbents of the following positions 


ALS Male PRET ORR RE © EES A: 32 eM tg PE 


will serve as ex officio, non-voting members of the HTRA: 
ae Chief, CENTEX. 
b. ‘Command Psychologist. 
ee Chief, Human Technology Office. 
d. Chief, Public Affairs Office. 


2-8. Ad hoc HTR& membership. The Following will serve as ad hoc members of 
the INSCOM HTRB; : | 

a. The Staff Advisor for Setentific and Cryptologic Affairs. 

b. A physician, as approved by an INSCOM approving official (para 2-1). 
Physician nominees for ad hoc membership will be provided as requested by the. 
Chairperson. 


(ee Principal investigator. The principal investigator for each project 


Se St CR pa ert rar Re tts ate 48 TN 


covered by this regulation is responsible for -- 
a. Maintaining adequate records on the following: 


(1) Receipt, storage, use and disposition of all {investigational ma- 
terials and devices. 


(2) Case histories that record all observations and other data im- 
portant to the study. 


(3) Volunteer agreement documents. — 


b. Preparing progress reports, including annual reports, as determined 
by the approving authority and the [LNSCOM HTRB. 


c. Promptly notifying the approving authority, through the INSCOM HTRE, 
of any adverse effects caused by the research. 
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d. Insuring that the research has been approved by the proper authority 
and the INSCOM HTR2 before starting, changing or extending a study. 


e. Insuring that all subjects, including those used as controls or their 
tepresentatives, are fully informed of the nature of the research to include 
potential risks to the subject. 


f. Insuring that investigational materials and devices are administered 
only to subjects under his or her personal supervision and that of a previously 
approved associate investigator. 3 


ge -Inguring that volunteer recruiting teams are briefed as to the nature 
of the research and the ethical principies in this and related regulations. 


2-10, Members of volunteer recruiting teams, Members of volunteer recruiting 
teams are @ responsible “for = va. 


ae Establishing volunteer requirements prfor to recruitment. 


b. Undertaking recruiting in a morally, ethically and legally acceptable 
manner. 


2~il. Medical monitor. The medical monitor of each project igs responsible for 
and {a hereby delegated the authority to terminate the effort if -= 





as Sub jects are. at risk of life or limb. 


b. It appears the risk is significantly greater than anticipated at the 
time of review and approval of the project. 
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Chapter 3. 
FOLICIES 


3~1. General. Experimentation Involving human technology or human subjects 
conducted by or on behalf of any INSCOM component may be undertaken only with 
the informed consent of the subject, and {n accordance with guidelines issued 
hy the Department of Health and Human Services (DHHS), setting out conditions 
that safeguard the welfare of such subjects. The provisions of this regulation 
constitute INSCOM implementation cf those guidelines. 


326 Approval. INSCOM components may not engage in or contract any research 
er testing involving human subjects without advance approval through the INSCOM 
HTRG by an INSCOM approving official, or higher level official, where appropri~ 
ate. This approval is required regardless of the degree of risk involved. 


3-3. Risk determinations. The INSCOM HTRB will render all risk determinations 
regarding INSCOM research or testing involving human subjects, 


Pan tee 


ject will never exceed the expected benefits of that effort. 





3~4. Risk versus benefit. The degree of potential risk involved in any pro- 


3~5. Moral, ethical and lepal concepts. The moral, ethical and legal concepts 
on the use of human subjects will be followed aS outlined in this regulation. 
Voluntary consent of each human gubfect is essential. Military personnel are 
not subject to the Uniform Code of Milicary Justice (UCMJ) for choosing not to 
take part as human subjects. xf 
a7 Gs Fully informed subjects. Only personas who are fully informed and volun< 
teer to take part may be used as human gubjects in INSCOM research and testing 
activittes. 


3~7. Use of non-US citizens. Research may be conducted outside the US that 
involves non-US citizens; however, all requirements of this regulation applic- 
abie to human subjects shall be equally applicable to non-US ecfittzen human sub- 
jects. | 


3-. Use of prisoners of war and detainees. The use of prisoners of war and 


Terterena| 


detainees as hucan research subjects is prohibited. 


3-9. Medical care. Volunteers will be authorized all necessary medical care 
for Injury or disease that is the proximate result of taking part in approved 
INSCOM research or testing activittes. 


3-10. Stated objectives. Each project will be destgned to achieve its stated 


Br of eae 


objectives. The proposed number of subjects will be the minimum needed to in= 
Sure that statistically significant results are obtained. : 


Baier Physical and mental suffering. Fach project will be conducted tn such a 
manner as to avoid unnecessary physical and mental suffering. Preparations 


av] 
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will be made and adequate facilities provided to protect the subject and in~ 
vestigatoras against all foreseeable injuries, disabilities, or death. A pro- 
fect will not be conducted if any reason exists to believe that death or injury 


will result. The degree of potential risk will never exceed the expected bene- 
fits of the project. 


3-12. Qualifications of investigators. Only persons judged qualified by the 
appropriate approving authority will conduct human subject studles. The physi-~ 
clan responsible for the health and welfare of the subject may or may not be 
the principal investigator. The physician is authorized to stop the project at 


any time he or she believes that injury, disability or death may result. 


3-13, Minors. Minorg may not be involved as human research subjects without 
advance approval in each case by the INSCOM HTRB-. 


3-14, Recruiting of volunteers. Volunteer-pecuiting will be accomplished by 


aa aye EMER NE YE EAT 


personnel responsible for the conduct of the particular project, or as other~ 
wise specifically approved by the INSCOM HTR3. 


3-15. Protocol guidance. 
a. Each approved protocol. will be reviewed at least annually and on a 
continuing basis as determined by the INSCOM HTRB. Annually means once each 


Lhemmonth period. ? 


he The dectsion as to whether a research protocol involves more than 
minimal risk shall be made by the INSCOM HTRB. 


ce. The research protocol will be prepared in accordance with the ia~ 
structions contained at appendix B. 
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Chaprer 4 
PROCEDURAL GUIDANCE 


4-1. Technical reports. Technical reports will be prepared as prescribed in 


AR 70“31 and Follow the format of MIL-STD-847A. When applicable, these reports 
will contain che following stafement: 


For the protection of human subjects, the 
investigators have adhered to the policies 
of AR 70-25 concerning the use of volunteers 
ag research subjects. 


4-2, Advising the Medical Research and Development Command. Two coples of 
technical reports of study will be forwarded to the Commander, US Army Medical 
Research and Development Command, ATTN: SGRD-HR, Fort Detrick, Frederick, 
Maryland ' 21701. When HQDA approval, ,or higher, ts reguired, information 
copies of material forwarded for approval will also be furnished to the office 
above. These will include as a minimum, two copies of the protocol, a copy of 
the volunteer agreement and all minutes of INSCOM HTRB meetings reviewing the 


proposed project. 








4-3. Informed consent. Subjects will be given adequate time to review and un~ 
derstand all information before agreeing to take part in a project, ‘The volun= 
teer agreement documents will be written in language that 1s easily understood 
by the subject. The documents listed below wi]l be discussed with each subject 
before his or her acceptance. 

# 


a.» The Volunteer Agreement (appendix C). | 
b. The Explanation Portion of the Volunteer Agreement (appendix D). 


4-4, Minimum standards. The laws, customs and practices of the country in 
which the research is conducted will take precedence over procedures required 
by this regulation, where applicable. The project must meet the sane standards 
of ethies and safety, however, that apply within the US involving US citizens. 
When standards vary, the more stringent will apply. A minimum age of 18 ig re- 
quired for US eitizens taking part in research eonducted outside the US, re- 


gardless of the laws of the country in which the effort ts being undertaken. 


4~$, More than minimal risk. When lt has been determined that the risk in a 
human Subjects study 13 more than minimal, then advance approval is required 
through HQDA (DAMI-CI) by the Secretary or Under Secretary of the Army. In ad- 
dition, a medical monitor shall be recommended by the INSCOM HTRE and approved 
by the CG. 


ho Contractors or vendors. Contractors or vendors holding approved DHHS 


assurance of compliance shall be considered in compliance with this regulation. 
Tn the absence of such an assurance, a special assurance will be negottated 


eons 
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with the contractor or vendor. In all cases, however, the INSCOM HIRB must ay~ 
prove the INSCOM participation in or utilization of such contractors or ven- 
dora. 


bm]. Requesta for exceptions. Requests for exceptions to this regulation will 


AML CAO EE 0 MALTY A AI WAS Lar Rae 2 | i oe: DEY 1b 980 


be submitted “to the INSCOM HERB Chairperson (DCSPPM) with full justification. 


48. Expedited review categories. Categories which may be processed in the 
expedited review procedures are as follows: 


a. Recording of data from subjects who are 18 years of age or older, 
using non-invasive procedures routinely employed in eclintecal practice. This 


category does not include exposure to electromagnetic radiation outstde the 
visible range (e.g., X-rays, microwaves}. it does tneiude ~- 


(1) The use of physical sensors that are applied either to the sur- 
face of the body or at a distance and do not-divolve input of matter or signif- 
icant amounts of energy into the subject or an invasion of the subject's pri- 
Vacys 

(2) Such procedures as -- 

(a) Weighing. . 
(b) Electrocardiography. 
(2) Electroencephalography. 
(d) Thermography. 
(¢) Detection of naturally occurring radioactivity. 
(£) Diagnostic echography. 
(g) Electroretinography. 


be Voice recordings made for research purposes such as investigations of 
speech defects, improvement in language utilization, ete. 


c» Moderate exercise of healthy volunteers. 


do Study of existing data, documents, records, pathological specimens, 
or diagnostic specimens. 


@. Minor changes {tn previously approved research during the pertod for 
which approval has been authorized. 


4~9, Expedited review procedures. Under an expedited review procedure, th. 


tt ae AL a 


HTRB Chairperson, Or one or more HTRB reviewers designated hy the chairperson, 
may carry out the review. These reviewers may exercise all of the authorities 
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of the HTRB except that of disapproval, which may only be exercised as pre- 
scribed elsewhere in this regulation. 


| a. When the expedited review procedure is used, the reviewers will fur- 
nish complete copies of all their actions and related materials (e.%., research 
plan, protocol, etc.) to all other members of the HTRB. The HTRB Chairperson 


will submit a written report of expedited review actions to the CG within ten 
working daya of approval action. 


b. An expedited review procedure may be restricted or suspended to pro~ 


fect the rights or welfare of subjects at any time based upon either direction 
of an approving official or request by any member of the HTRB. | 
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Chapter 5 





YNSCOM HUMAN TECHNOLOGY REVIEW BOARD ACTIVITIES 


Si. Composition of the HTRS. Menbership in the INSCOM HTRB will consist ot 
the chairperson; at least six other regular members, appointed by the CG frow 
among the nominations subaitted in accordance with paragraph 2-5 and 2-4, 
abeve, or from other sources; an executive secretary; and such other ex officio 
and ad hoc members ag prescribed in chapter 2, above. One regular member will 
he not affiliated with the INSCOM and not part of the immediate family of 4 
nerson affiliated with the INSCOM. 


«wt, General criterta for membership. At least one member of the HTRB will be 
from a profession/position/activity primarily eoneerned with the welfare of hue 
man persong. At least one member will he non-sctentific, such as a lawyer, 
athieist or member of the clergy. THE INSCOM HTRB may invite persons with spe~ 
cial competence to assist in the review of complex issues that require exper 
tise beyond that available on the HTRB. These persons normally will not vote, 


unless he or she is serving as the non~INSCOM member of the HYTRB. 


aA I aS ih ls A 


5-4, General committee activities. Each regular and ad hoe committee member 
shall have one equal vote, and the entire committee will be vested with the re* 
sponsibility to determine 1f a proposed activity fs acceptable. Acceptabllity 
wiil be in terms of Army Medical Department (AMEDD) commitments and regula~ 
tions, applicable law, standards cf conduct and practice, and with full consid- 
eration for the particularly sensitive nature of the INSCOM's role as an intel~ 


lisence component. 





+ 
e 


a. At least five voting members w4ll be required to constitute a quorum 
at cach committee meeting. 


b. All actions of the committee will be by majority vote of members 
pregent. 
swt. Avoiding possible conflicts. of Interests 

ae Except to provide information requested by the HTRB, no ENSCOM HTRB 
member may take part in a review of any project which is sponsored by that mem 
ber's organization or office of employment or assignment, or in which there may 
otherwise be a conflict or appearance of a conflict of interest. 


b. The intended approving official may not be a member of the HTRB. The 
approving official may not approve research for which he or she is also a prin- 
cipal or associate investigator. A higher echelon of command must review and 
approve such projects. 

5-5. Criteria for INSCOM RTRB approval. . 

ae In evaluating the risks and benefits for projects under considera-~ 

tion, the INSCOM HTRB should consider only those that may result from that 


h 
9 
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particular project, unless a clear Linkage has been established to other pro- 
jects. 


b. To approve an effort covered by this regulation, the INSCOM HTRB must 
determine that all of the requirements below are met. 


(1) Risks to subjects are minimized by using procedures that are ~~ 


(a) Consistent with sound investigation design and do not unnec™ 
essarily expose subjects to risk. 


(b) Already being used on subjects for diagnosis or treatment, 
when appropriate. : 


(2) Risks to subjects are reasonable in relation to =~ 
(a) Anticipated benefits, If any, to the subjects. 


(b) The importance of the knowledge that may be expected to 
result. 


(3) In making an assessment for the selection of subjects, the spon- 
sor hag adequately constdered ~~ 


(a) The purpose of the investigation. 


(b) The setting in which the, research investigation wiil be con~ 


Les 


ducted. 
# 


(4) tnformed consent will be secured from each subject. 
; (5) Informed consent will be properly documented. 


(65) The protocol takes adequate provistons for monitoring the data 
collected to insure the safety of. the subjects. 


(7) Adequate provisions exist to protect the privacy of subjecta anc 
to maintain the confidentiality of data when approprtate. 


5-6. Special considerations of sensitivity. Some or all of che subjects may be 


LT ear STN I WARE. SN PRE A A An A A I A 


vulnerable to special considerations of sensitivity because of past assignments, 
affiliations, etc. In such cases, additlonal safeguards will be included to 
protect the rights and welfare of these subjects. in no instance will the 
INSCOM be a party to any research which involves the use of persons with acute 
or severe physical or mental illness, or those who are economically or educa- 
tionally disadvantaged. 


5-7. Suspension or termination of a project. 


a. The INSCOM will suspend or terminate a project that ~~ 


A cme wee MIS A pee rm ene aa SRR nee NRE ae 
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(1) Is not being conducted according to the HTRB's requirements. 





(2) Has been assoctated with unexpected harm to the subjects. 


b. Suspensions or terminations of a project will include a statement of 
the reasons for the HTRB's action, and will be reported within 24 hours to the 
nmrincipal investigator and the approving official. | 


S~fie Records. 


ae The HTRB executive secretary will prepare and maintain adequate docu~ 
ments on HTRB activities, including ~~ 


(1) Coptes of all prososals reviewed, scientific evaluations that 
accompany the proposals, approved sample consent documents, progress reports 
submitted, by investigators, and reports of injuries and adverse reactions. 

(2) Minutes of HTRB meetings showing attendance; actions taken by 
the INSCOM HTRB; the vote of these actions, including the number of members 
voting for, against, and abstaining a decision; the basis for requiring changes 
or disapproving a project; and a written summary of the discusston of contro- 
verted issues and their resolution. 


(35 Records of continuing review activities. 


im (4) Copies of all correspondence begween the HTRB and project inves~ 
fipators. 
# 

(5) A current list of HTRB members.. Members will be identified by 
nana, earned degrees, representative capacity and experience, such as board 
certifdeations and licenses. The information will be complete enough to des~ 
cribe each member's chief expected contributions to HTRB reviews. Any employ~ 
ment or other relationship between members and the INSCOM will be noted. 

(6) Written procedures, including agendas, expedited review proce- 
dures, ete., For the HTRB. 


(7) Statements of significant new findings. 


b. The records required by this regulation will be retained permanently 
under AR 3460-18-13. Such records will be reasonably accessible for inspection 
and copying by authorized DA personnel and representatives of the Federal Food 
aid Drug Administration. 


a=3 
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APPENDIX A 
TERMS AND ABBREVIATIONS 


Section I ~ Terms 


Ca 


An-1l. Approving official. The INSCOM Commanding General, Deputy Commander, In= 


Fi leeaisetae Deputy Commander, supvort, or higher level official, who has been 
tegated authority to approve the use of human subjects in research. 


AWLs Associate investigator. & person who may be deeply involved itn the exe~ 


ALA WE SANIN Crie Aly has? lac re 


cution of research but does not have overall primary responsibillty,. 


ie sonsent. The legally effective agreement to take part a3 a human sub 
a i & agreement may pertain to one's own participation or be in behalf of 
i Three tarms assoctated with this meaning that distinguish be~ 

Che’ legal validity of such agreements’ are subject consent, permission, 


and assent. These Cerms are defined below, 





a Aa. Subject consent. Agreement by an adult. person who has autonomous 
as capacity to consent to taking part ag a human subject. This form of con= 
ne pettains only to adults whe have not logt thetr legal capacity to consent. 

: : 7 


taking pare” Agreement by a “legally authorized representative" fer 
aaa: bi Me : man subject of another person who does not possess autonc- 
ee & ae arcane A e consent in his or her own behalf. A Legally authorized 
presentative is a person or judictal body authorized under applicable law to 
Brant permission (also know as third-party consent). wot 


— Ce assent. The affirmative agreement to take part as a human subject by 
once possessing autonomous legal capacity to consent in his or her own 
eee » DUE who is capable of understanding what is proposed and able to ex- 
Tess an opinion as to willingness to participate. Assent is concurrence ji 
what is proposed, but f t | oe ie 
: "OD » DUC 15 not a substitute for subject consent because, unlike 
“onsent, assent has no lepal effect. 


ried aupstinentation. Any research or testing activity involving human sub- 
ce Pee pd = such subjects to the possibility of permanent or tempor~ 
ae y (including physical or psychological damage and damage to the repu~ 

ation of such persons) beyond the risks of injury to which such subjects — 


Ordinarily exposed in their daily lives. 


Dera tre 


rm pide than minimal risk and those used for minor changes in approved investi- 
Bations. These procedures minimize time required for review. 


A~5. | | 
Expedited review procedures. Those procedures used in research friveiving 


o 


Ano. Health care peactitioner. An individual trained to tnteract with pa- 


Fh ee et 
TE FM Nl rh le mi 


tients to provide dia eae aoe ae 
; agnostie or treatment procedures within es ee , 
Sional Standards. : in established profes 
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An]. Human subject. Any person, whether or not such person is a US$ citizen, 
about whom an investigator conducting research, testing or studies obtains data 
through interaction with that person. Both physical procedures and manipula} 
tions of the subject or the subject's environment are included. Human subjects 
may be thought of as direct objects when the research igs to determine the ef~ 
fects of a new system on man (for example, the psychological effects of a par- 
ticular interrogation technique on an individual) or as indirect objects when a 
test is conducted to determine how man affects the ultimate performance of a 


system (doctrine, concepts, training programs), 


An8. Human Technology Review Board (HTRB). A body set up to provide initial 
and continuing review of research involving tn@ use of human subjects. HTR8 
fulfills all the functions of a human use committee as described in AR 70-25. 
it is fundamentally similar to an Institutional Review Board (IRB) discussed in 
guidelines issued by the DHHS for human research, but has somewhat different 
authority as compared to an IRB. Within DOD, authority to approve the use of 
human subjects in research {1s vested in comnanders. In the INSCOM it is vested 
in the CG, and has been delegated to the DCG-I and DCG-S for matters under 
thelr respective funetfonal control. Approving offictals act on recommenda~ 
tions of validly constituted HTRBs. Outside DOD, IRBs tend to he vested with 
this authority. 


A$. Legally authorized representative. A person or judicial or other body 
authorized under applicable law to consent on behalf of a prospective subject 
to the subject taking part in the procedures involved in the research. 





Mel0. Medical monitor. This person is a military or Department of the Army 
civilian physician who is responsible for ,observing human subjects during the 
couduct of reasearch, 


AwlL. Minimal risk. When used in the context of this regulation, this means 
that the risks of harm anticlpated in the proposed research are not greater, 
considering probability and magnitude, than those ordinarily encountered in 
dally life or during the performance of routine physical or psychological exam 
inations or tests. = 


fnlZ. Prineipal investigator. A person, regardless of title, who is primarily 
responsible for the actual execution of the research. 


Aw~13. Protocol. The written, detailed pian by which research is to be con~ 
ducted. The plan contains, as a minimum, discussion of -< 


ae The objectives of the project. 

b. The information to be collected. 

ec. The means by which it will be collected and evaluated. 

d. An assessment of potential risks and benefits to subjects. 


A=? 
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e, Safety measures. 
f. Other means to be used to reduce the risks to subjects. 


A-14,. Research. A systematic investigation designed to develop or contribute 
to general “knowledge concerning military or intelligence problems. The term 
does not include individual or group tratning of personnel such as combat read- 
iness, effectiveness, proficiency or fitness exercises. This definition is 
unique to this regulation and is not intended to identify an effort for funding 
under appropriations intended for Research, Development, Test and Evaluation 
(RDOTE) >» “Research” in the sense applied in this regulation will be funded 
according to the project, effort, etc., ta which it applies. 


Awl}. Research _and development. Any sclentific inquiry, investigation, or 
validation performed or directed to test hypotheses or develop cercepts con- 
cerning physical or biological principals or laws. Research is a major explor- 
ation of the unknown and contains unprediétable elements. Development ,usually 


{sg confined to the qualification or elaboration of known principals. 


AvwlO. Systematic investigation. A formal inquiry generally deseribed in a 
precocal | that sets forth nh explicit objectives and formal procedures designed to 
reach those objectives. The term includes clinical investigations, but does 
not include post<training or post-therapeutic inquiries intended only to evalu- 


ate individual progress or responsiveness to training or therapy. 


eS 

ea 

orig . 

Peed 7s Test _ and evaluation. An effort or assessment to. validate proposed or 
existing standards or concepts of performance, ei{ther of humans or of material. 
Aw~15. Test participants. Humans directly involved in test and evaluations, 
but who are not themselves the dtrect object of such activities. Generally, 
tese participants are not regarded as receiving any direct benefits as a result 
of thetr participation in the test (for example, a new doctrine or training 
concept )« 


Ao “I 
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~ Abbreviations 
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Department of the Army Assistant 
Chief of Staff, Inteliigence 


Army Medical Department 


US Army Research Institute for the 
Behavioral and Social Sclences 


The INSCOM Center for Excellence 
Code of Federal Regulations 
Devartment of the Army 


US Army Materiel Development and 
Research Command 


The INSCOM Deputy Chief of Staff for 
Personnel 


The INSCOM Deputy Chief of Staff 
for Plans, Programs and Modernization 





The INSCOM Deputy Chief of Staff 
for Operations 


Department of Health and Human Services 


The INSCOM High Performance Task 
Force (no longer constituted) 


¥ 


“The INSCOM Human Technology Review Board 


US Army Intelligence and Security 
Command 


Major Army command 
The INSCOM Staff Judge Advocate 
The Surgeon General of the Arny 


United States 
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APPENDIX 6B 


FORMAT FOR PREPARATION OF A RESEARCH PROTOCOL 


section f 
GENERAL INFORMATION 


1, Project title. (Enter complete project title = 4f this ig an amendwent to 


an existing. project, identify by indicating “Amendment No. to" immediately 
preceding the title). 


2. Investigators. 


ae Principal : investigator. (Enter full name, rank, title, organization 
and telephone number). 


Ba: Associate 2 _anvestigators. (Identify all associate investigators and 


area of the project for which each is responsible. Include full name, rank, 
title, organization and telephone number for each). 


3. Location of the project. (Identify all locations at which the project will 


be carried out and specify which portions will be done at each location and who 
is the point of contact at each location. Include telephone number for POC). 


4, Period covered by the us veciecrs (Give month and year of expected start and 


AR RAR Cn DY “SOUR OR) SO CAAT Nak inet Yeates 


compLetion dates). 
Seetion IT 


INTRODUCTION 


mh, 
oe 


3+ Synopsis. 


a. (Enter a short, one-page or one- paragraph, summary of the proposed pro= 
ject, similar to the abstract of a setentifie paper). 


b. (Enter a list and brief description of safety measures for human sub- 
jects involved in the project). 


6. Medical application. (Explain briefly the medical importance, including 


A sl A ae ai 


psychological considerations, and possible usefulness of the project), 


7. Objectives. (State briefly but specifically the objectives “of the pro= 


NR a i Ri ON a 


ject. Include ttems below, where applicable). 


a» Study design. (Double-blind, crossover, etc.). 


SE PPR rele 4 RM are EE EE: iat at 
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AP RE IRE SY HR SR Baar Stine as Sed an ty re PRET IO ITEP FS 


be Technologies to be employed. (List tre generie technologies to be em~ 
ployed in the project). : 

| Ce Type ‘of population involved. (List the subject population to be ob- 
served). TR 


8. Status. (State what hag been accomplished or published in the proposed 
area of study and describe how this project will relate to, differ from and/or 
advance that which has already been accomplished). 


G. Bibliography. (List all references used in preparing the protocol). 


10. Authority. (cite the specific authority for the INSCOM to engage in this 
project. Indicate date of approval, and if not yet approved, indicate specific 
approval authority needed for this project. “-Identify any POC in approval au~ 


therity's organization with whom coordination has been effected. 
Section Ifi 


- PROTOCOL PLAN 


&% 
li. General approach. 
a. (Outline expected accomplishments in suffictent detail to show a clear 
course of action). . 





b. (Include discussion of the technological validity of the proposed re- 
search procedures)- 


e. (List the chronological steps to be taken). 


12. Project subjects. (Give as a mindmem the information below). 


EDR Me AO 


a. Number of subjects. (Indicate the total number of subjects expected to 


AT Ete Iw 


complete the study). 


b. Age range. 


MANS APES WF ARIE EME 


Ce. Sexe 


d. Inelusion criteria. (State specific and detailed reasons for inclusion 


STL a RTE UNE ME 


of subjects by class, or individually, as appropriate). 


e. Diagnostic criteria for entry. 


Nd alee etal 


f. Evaluations before entry. (Include any physteal or psychological exam~ 


eubripad STRA peyyprrnertreys ov ep Pep TERRE Nee yeti? NE RR CI 


inations, medical history, etc-, which {ts to be done on each subject before 
entry into the project). 


B-2 
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Be Exclusion — criteria. (Include a complete list detailing the subjects, 


diseases, medications, « etc.e, which constitute the eriteria for exciuston from 
the project). 


ie Source of subjects. (Describe briefly where subjects will be ob- 
talued). 


14. Subject identification. (Deseribe code system, if any, which will be 
used in the. project). 


3. Subject assessment. (Describe the methods used to assign or allocate 
the object ¢ of this research to particular subjects). 


PATA Daa, ate ne Ls E hc SE y St 


k. Risks and benefits. (Discuss the analysis of risks and benefits fo 
subjects and to those conducting the research). 


1. Minimization of risks. (Discuss the precautions to be taken to mini- 


I nA te A Sad LA | ETAL 


mize or eliminate risks to subjects and those conducting the research). 


me Corrective actions. (Describe hypothesized adverse reactions and cor=- 


PURE UA RT RE OU eB eA A pe OL a: SE Nk A MS Ee 


rective Serone expected to be taken 1f such adverse reactions occur). 


nme Special equipment. (Describe any special medical or nursing care or 
uipment needed for subjects admitted to the project). 


\3. Project technologies, 
de (State the completes name and cagcription of all technologies to be 
used, including procedures for their application). 


be (Identify the source of all pecnuetarie and related items, devices, 
etc « List all components and manufacturing and quality control plans/ 
procedures, where applicable). 


ee (Identify the methodology fSr application, if different from procedures 
described above). 


d. (State the schedule, administration and duration of each aspect of the 
project). 


a. (Describe in detail accompanying devices amd their intended use. Iden-~ 
tify whether these are classified as medical devices and whether the medical 
devices amendment to the Federal Food, Drug and Cosmetic Act applies). 


f. (Discuss labeling to medical devices, where applicable). 


Lees Evaluations made during and followtng the project. {A project schematic 


esecade, Ee ME ARTA eS ONE tA A ry I PRS TS ape ot nia = ath ND a Aes Oe = ‘ NRE et nae ae be acme, 


may be e included, or the items may “so listed as indicated helow. In elther 
case, it {s important to Ldentify the person who will perform each evaluation). 


B~3 
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a. Specimens to be collected. 
(1) SER Bo 


(2) Evaluations to be made on specimens. 
(3) Storage. (If applicable, state where and if special conditicns 
are required.) 


(4) Labeling and disposition. 
(5) Laboratories performing evaluations. 


(6) Spectal’ precautions. 


be Clinical/behavioral assessments. (Include how adverse effects are to 


NRL rE SSA 


be recorded ).« 


UN PAE a NE ET A: APC EEE TE 4 


ce Vital signs. (State when desired and the Frequency) « 


dx Follow ep prockeures: : 

e. Disposition of data. (State location and duration of storage. Include 
pertinent information “regarding Privacy Act and AR 381-10 constderations, If 
applicable). 


f£. Methods used for data collection. (State critical measurements used as 


PRT a PBT APNE RM: CT PAI li NP PUNE PS OE aa ye He 


end points | to characterize safety, effteacy or equivalency). 
15. Departure from protocol for individual subjects. 


ae When 1 allowed. (Use flexible,, but definite criteria. If none is to be 


RIEL OEM ie TT 


allowed, so state). 


be Who will be notified. (Include both those reparding the individual 


SERA SAG AE 


gsubtect, if appropriate, ‘and. ‘those elsewhere within the INSCOM. Must notify at 
least the HTRB). 


16. Adverse reactions. (Must correlate with paragraph lém, above). 


ALR AMES or SCAR «FeRAM he 


a. Definition of subject reactions. 


HS a OE Per oy a EE NSE rere 





be Immediate reporting procedures. 


REE Pete sete FCs te 


e+ Routine reporting procedures. 
d. Potential post~project adverse reactions. 
Bod 
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ADMINISTRATION 


ive Modification of protocol. (Describe the procedure to be followed to 


Bile itaeas at So Dekel eight roms hla 6 ca algae: Ute he 


modify, terminate or extend the protocol). 


18. Disposition | of unused | project materfal. (Give a statement pertaining to 


. ENN gS «Ali dear STEN PE Tok 21 Sa gs 


disposition of unused project mater{fal and devices, if applicable). 


19. Publications and reports. (Describe use, including potential restric- 


‘th CE perenne MBM eh a es ye) ace 


‘tions, of information and | publications and reports arising from the project). 


0. funding. (Identify source of funds and any special or unusual funding in- 
plications). | 


ol. Medical monitor. (State the name and telephone number of medical mouLitor, 


I HERI ESD tee A, 4 ACP RRL hcl AC NL 


when applicable). 


22» Protocol review. (Identify the human use committee or tnstitutional re- 


PR ea MELE Ne CRN: OR 2+ See Peres eee 4: 


view board which will provide initial, continued and annual raview of this pro~ 
tocol). 





(Sipnature) 


(Name, rank and « organization. of person, “gubaiteing “protocol) _ 
” 


ET OL AE GET ts eh a ad ch ee eee eed 


(Signature) 


(Name, rank and “Organization of > principal “tnvestigator) 


(Signature) _ 
(Name, rank and “organization of “approving offictal) 


« eed ee Dn ne oe Te, Toe ae er ee ae ee LT I a EE eS lm 


Attachments 

A ~ - Proposed Volunteer Agreemant 

ho - Proposed Explanation Portion of the Volunteer Avreement 

GC ~ Review of Scientific and Human Research Issues (if applicable} 
D) ~ Blographic Sketch of principal and assoctate investigators 


Bod 
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APPENDIX ¢ 
VOLUNTEER AGREEMENT 
Part A 


t 
» having attained my eighteenth 


aE RO SO eine 
/> 


° 3 5 Sete em, Dahl aerate a Bs Pate ts PERT Na MAOH Nm SNe ee EMRE ITER 6 cnt eb aes tar teases. Meas meme tama se 
cea birthday, and otherw!se having full napacity CO consent, do hereby vol- 
unteer to participate in an fuvestivation study entitled: 


PRET een cd he Sb Meme ANSTO, RU a AE 








MT. ARR ta le Pe MS gt rest 





le AR: x Pale moet 
vm: ae es nT ST ey ms. Se RAC LS OER ed mC SAIC IAAT: aM alge pe Heo temtis Da | 
t i 


» and 


RS icveerelh* eiEA? CPI: a, eb tee ei Neg WG VB dllse Wer A Mag Cel Lae eed Lari on, ee. 
). aaa ae aaa | 





under the direction of 





ate ae AE | nals eee) Hee 








| The implications of my voluntary participation; the nature, duration and 
purpose, and the methods and neans by which it is to he eonduerea: and the ee 
Cconventences and hazards to be expected have been thoroughly explained to me hy 
iio Sea as and are set forth itn Part B of this 
a aide Melk { have signed. I have been given the opportunity to ask ques~ 
oe concerning this tavestigative study, and any such questions have been 
answered to my full and complete satisfaction. | ° 


a rst : 
study a that I may at any time during the course of this investigative 
hte : ef my consent, and withdraw from the study without prejudice; how- 
pe ie bred be required to undergo certain further examinations, if, in the 

92HLON Of Competent authorit guch e3 Rea 
or well being. ¥, Such examinations are necessary for my health 








* 
eee AR tLe ry ena entries int. mute e-eer-ger ce RNR ANT rt alate linea Ronee Ratan Eo ior < 
Signature "Date 
Sees TL ale eke Ol ah te 1, Wi... Se AAR Fal ne ere TI: WIL YE RI ir a As WE PPR aha eee 741 werd nee OTE Cea cia ala Serene: i A PO me ee 
Witness's Signature Date ~ 
CL 
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. APPENDIX D 
VOLUNTEER AGREEMENT 
Part 5B 
Explanation Portion of the Volunteer Agreement 


Ll. Project title. (The title of the project and the place where it is to be 


PR FR i hr Ti ae PATS ED, 


conducted). 
2. Principal investigator. (Must agree with the protocol). 


4. Discussion. (A statement that the study involves research. An explanation 
of the purpose of the study and the expected duration of the gubject’s partici- 
pation. A description of the procedures to be followed., An identification of 
any experimental procedures. A statement giving information about prior, simi- 
lar, or related studles that provide the rationale for this project), 


4. Risks or discomforts. (A description of any reasonably foreseeable risks 


ACPA PDI Regie Wibg CE PW ST A+ Sey tere rete ee errs = a A Be 


or discomforts to the subject) e 
5. Benefits. (A description of any benefits to the subject or to others that 
may reasonably be expected from the study). 


6. Alternative procedures. (A disclosure of proper alternative procedures or 


courses of. treatmen:, if applicable, that might be advantageous to the sub= 
ject). : 


i J 
7. Confidentiality of records. (A statement describing the extent, if any, to 
which confidentiality of records identifying the subject will be matntained. 
Also, if more than a minimal risk is involved, a statement that authorities 


outside the US may Inspect the records). 


8. Subject's rights. (An explanation of whom to contact for answers to perti- 
gent questions about the study and™the subject's rights and whom to contact in 
the event of study~related f{njury to the subject). 


9. Voluntary participation. (A statement that -- 
a+ Partictpation {ts voluntary. 


b. Refusal to varticipate will involve no penalty or loss of benefits ta 
which the subject is otherwise entitled. 


e. The subject may discontinue participation at any time without penalty 
or loss of benefits to which the subject is otherwise entitled). ae 


10. Compensation and medical treatment. (For a study involving more than min- 


 mepeere —_ vee lk 
OE Te, ake A PY SS rE Seog rh Swe hare 


imal risk, an explanation as to whether any compensation and medical treatment 


D-71 
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are avatlable if injury occurs and, if so, what they consisrc of, or where fur~ 
ther information may be obtained). 


1i. Additional comments. (When appropriate, one or more of the elements of 
information below will also be, given to each subject. 


a. A statement that a certain treatment or procedure may involve risks to 
the subject ~~ or to the embryo or fetus if the subject is or may become preg~ 
nant ~ that are currently unforeseeable. 


b. The anticipated circumstances under which the subject's participation 
may be terminated by the investigator without regard to the subject's consent. 


e. Any additional costs to the subject that may result from participatioa 
in the study. . 


d. The consequences of a subject's decision to withdraw from the study and 
procedures for the orderly end of the subject's participation. 


e. A statement that new findings developed during the course of the study 
which could affect the subject's willingness to continue will be given to the 
aiub ject o 

f. The approximate number of subjects involved in the study. 

ge The precautions te be observed by the ,subject before and after the 


study.) 


@ 


As 
Die. 
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4 a, 
STATEMENT OF CONSENT 
[INSCOM CENTER LANE FROGHCT PARTICIPANT 
LAGPA~F-5D Date: 
1. (S/CL-4/NOFORN) I, voluntarily accept assignment 


ERR rR Fo AAS A A ae lf gre mmm ee ee ote i ire ER = 


to the INSCOM CENTER LANE PROJECT (ICLF) and fally understand that: 


Ae (u) Army General Ccungel ‘as determined thet ICLP constitutes 
experimentation on human subjects, As required by Procedure 13 of DoD Directive 
5H240.1eR, approval for project activities has been granted by Secretary of the Armny. 


b. (S/CL-3/NOFORN) The aim of ICLP is to develop highly skilled personnel who 
are capable of conducting professional level intelligence/counterintelligence 
operations through use of psychoenergetic methodology. ‘Development of  iCLP 
personnel will be accomplisned with special training based on mission requirements. 


e. (U) Assignments in ICLP are governed by the sensitivity and degree of 
expertise required for the position. I wili be assigned in accordance with wy 
capabilities and experience, regardless of my rank or previous position. Due to 
the nature of training involved, the duration cf my participation is indefinicec. 
Records of my involvement will be available to project personnel, but otherwise 

protected under project security measures. 


d. (U) The primary consideration in any cavzeer development or assignment 
action will be ICLP mission and operational tequirements. I understand tnat 
exemption, interruption, or delay in norma, career development patterns--such 43 
prauch schooling and assignment opportunities-~-may prejudice future promotion and 
assignment potential. I have been assured, however, that every effort will be made 
to preclude the adverse effects listed above on my career. 


ae ($/CL-3/NOFORN ) PSYCHOENERGETICS (PE) inelude various processes by which 
individuals psychically interact with objects, locations, and organisms. 


“ 
7 


Oe (U) There is no demonstrated risk of permanent or temporary ingury 
(including physical, psychological and/or damage to participants’ reputation) to 
project personnel beyond risks to which they would ordinarily be exposed in their 
daily lives. 


db. (U) IT may temporarily choose net to perform PE at specific times, or 
permanently discontinve participation without prejudicial effect. 


WARNING NOTICh: 
CENTER LANE SPECIAL ACCESS PROGRAM 
RESTRICT DISSEMINATION TO GHOSE WITH VERIFIED ACCESS ° 
CATEGORY CL--4 
NOT RELEASHABLE TO FOREIGN NAGIONADS 


CLAS IFTED BY: CDR, Dhocom 
DEC: OQADR 
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Psychological Test Descriptions 
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Psychological Test Descriptions 


doe The Minnesota Multiphasic Personality Inventory (MMPI): 
Developed by S. R. Hathaway, PhoDe, and J. -C, McKinley, M.D., 
The Psychological Corporation. The MMPI is designed to provide 
an objective assessment of some of the major personality 
characteristics that affect personal and social adjustment. The 
point of view determining the importance of a trait in this case 
is that of the clinical or personnel worker who wishes to assay 
those traits that are commonly characteristic of disabling 
psychological abnormality. The carefully constructed and 
cross-validated scales provide a means for measuring the 
personality status of literate adolescents and adults together 
with a basis for evaluating the acg¢eptability and dependability 
of each test record. Nine scales were originally developed for 
clinical use of the inventory and were named for the abnormal 
conditions on which their construction was based. The scales 
were not expected to measure pure traits nor to represent 
discrete etiological or prognostic entittes, Since they have 
been shown to have meaning within the normal range of behavior, 
these scales are now commonly referred to by their 
abbreviations-—Hs (hypochondriasis), D (depression), Hy 
(Hysteria), Pd (psychopathic deviate), Mf (masculinity- 
femininity), Pa (paranoia), Pt (psychasthenia), Se 
(schizophrenia), and Ma Chypomania)--or by their code numbers to 
avoid possibly misleading connotations. Many other scales have 
subsequently been developed from the same items; Si (social 
introversion) is one that is commonly scored, There are also 
three validating scales: | (lie), F (validity), and xk 
(correction). 


2% Gordon Personal Profile. -— Inventory (GPI): Developed by 
Leonard WV. Gordon, Ph.D., The Psychological Corporation. The 
GPI is companion instrument to the Gordon Personal Profile 
(GPP), [Tt measures four additional traits, namely Cautiousness 
(C), Original Thinking (0), Personal Relations (P), and Vigor 
CV). The two instruments used together provide an economical 
coverage of eight important factors in the personality domain. 
Both have been found to he appropriate for use with high school, 
college, industrial, and general adult groups, 


3% Fundamental Interpersonal Relations Orientation - Behavior 
CFTRO - BY): Developed by Will Scnunz, Phas Consulting 
Psychologists Press, Inc, The fundamental interpersenal 


dimensions of the FTRO Theory are; Inclusion (I), Control CC), 
and Affection (A) and are defined behaviorally as follows: {- 
The interpersonal need for inclusion is the need to establish 
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and maintain a satisfactory relationship with people with 
respect to interaction and association (both positive or 


negative). C - The interpersonal need for control is the need 
to establish and maintain a satisfactory relationship with 
people with respect to control and power. A ~- The interpersonal 


need for affection is the need to establish and maintain. a 
satisfactory relationship with others with respect to love and 
affection. 


4, California Psychological Inventory (CPL): Developed by 
Harrison G. Gough, Ph.D., Consulting Psychologists Press, Inc. 


The CPI is intended primarily for use with "normal" 
(non-psychiatricaliy disturbed) subjects. Its scales are 


addressed to personality characteristics important for social 
living and social interaction, 1l.e., to variables that are woven 
into the fabric of everyday life. "Polk concepts" such as these 
are hypothesized to be relevant _to the prediction and 
understanding of interpersonal behavior in any setting, culture, 
or circumstance, Thus, although the inventory has been Found to 
have special utility in work with particular kinds of problems, 
e.g., delinquent and asocial behavior, it can also provide 
information of value in regard to educational, vocational, 
familial, and many other issues. 


5. Edwards Personal Preference Schedule (EPPS ): Developed by 
Allen L. Edwards, Ph.D., University of Washington. The EPPS was 
designed primarily as an instrument for research and counseling 
purposes, to provide quick and convenient measures of a number 
of relatively independent normal *personality variables. The 
statements in the EPPS and the variables that these statements 
purport to measure have their origin in a list of manifest needs 
presented by H. A. Murray and other noted psychologists. The 
names that have been assigned to the variables are those used by 
Murray. These 15 measurable personality variables are; 
achievement (ach), deference (def), order (ord), exhibition 
(exh), autonomy (aut), affiliation (aff), intraception (int), 
suceorance (suc), dominance (dom), abasement (aba), nurturance 
(nur), change (chg), endurance (end), heterosexuality (het), and 
aperession (agg). in addition to the above 15 personality 
variables, the EPPS provides a measure of test consistency and a 
measure of profile stability. 


6. Personal Orientation Inventory (POI): Developed by Everett 
L. Shostrom, Ph.D., Educational and Industrial Testing Service, 
San Diego, California. The profile on the POL shows the degree 
to which the subject's attitudes and values compare with those 

of self-actualizing people. A self-actualizing person is one 

who is more fully functioning and who lives a more enriched life 
than does the average person. Such a person is developing and 
utilizing his unique talents to the fullest extent. 
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